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Dose escalation will proceed as shown in Table 2 below.  
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Table 2: Proposed Dose Escalation

Cohort Proposed Dose Escalation Scheme Dose
(mg) TID

1 Starting dose 30
SMC and FDA review of Safety and PK Data

2 Increase 2.5x 75
SMC and FDA review of Safety and PK Data

3 Increase 2x 150
SMC and FDA review of all Safety  and PK Data and Protocol Amendment

4 TBD TBD
5 TBD TBD
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